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Application/Control Number: 09/713,669 
Art Unit: 1652 

Claims 1-19 have been canceled. Claims 21-39 are at issue 
and are present for examination. 

Applicant's election with traverse of Group I, corresponding 
to current claims 20, 21, 29, and 3 0 in Paper No. 8 is 
acknowledged. The traversal is on the ground (s) that 
coexamination of Groups II, III and V would not require an undue 
search burden particularly in view of the allowance of the parent 
application in which Claims within Group II were allowed. This 
is not found persuasive because while the searches for the four 
groups overlap, they are not coextensive. The search for Groups 
II-V would each require the search of subclasses unnecessary for 
the search of elected Group I. For example, search of Group II 
would require search of subclasses 435/320.1, and 435/252.3, 
search of Group III would require search of subclass 530/387.9 
and search of Group V would require search of subclass 435/21. 
While claims within Group II were previously searched in the 
parent application, the current claims differ from those 
previously allowed in scope such that a new search would be 
required to examine these claims. Therefore a substantial 
additional burden on the examiner would be required to co-examine 
Group II with Group I. 

Newly submitted claims 31-37 and 39 are directed to six 
inventions that are independent or distinct from the elected 
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invention and all originally claimed inventions for the following 
reasons : 

Claim 31 is drawn to methods of treating with a human serine 
protease homolog composition (424/94.6). 

Claims 32, 35 and 3 9 are drawn to methods of screening for 
modulators of a human serine protease homolog (435/23) . 

Claim 33 is drawn to agonists of a human serine protease 
homolog (classification unknown as no structural definition) . 

Claim 34 is drawn to methods of treating with an agonist a 
human serine protease homolog (514/789) . 

Claim 3 6 is drawn to antagonists of a human serine protease 
homolog (classification unknown as no structural definition) . 

Claim 37 is drawn to methods of treating with an antagonist 
a human serine protease homolog (514/789) . 

The agonists of Claims 33, antagonists of Claims 34, as well 
as the products of previous groups I -III each comprise a 
chemically unrelated structure capable of separate manufacture, 
use and effect. 

The methods of Claims 31 or 32, 35, and 39 and the protein 
of elected Group I are related as product and process of use. 
The inventions can be shown to be distinct if either or both of 
the following can be shown: (1) the process for using the product 
as claimed can be practiced with another materially different 
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product or (2) the product as claimed can be used in a materially- 
different process of using that product (MPEP § 806.05(h)). In 
the instant case the protein of Group I can be used to induce the 
antibodies of Group III. The methods of these claims are 
unrelated to the products of previous Groups II and III. 

The products of Claims 33 or 3 6 and the methods of Claims 
32, 34, 35, 37 or 39 are related as product and process of use. 
The inventions can be shown to be distinct if either or both of 
the following can be shown: (1) the process for using the product 
as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially 
different process of using that product (MPEP § 806.05(h)). In 
the instant case the agonist and antagonist of Claims 33 or 36 
can be used as an affinity ligand for the purification of the 
protein of elected Group I . 

The methods of Claims 31, 32, 34, 35, 3 7 or 3 9 and previous 
Groups IV and V are unrelated as they comprise different steps, 
utilize different products and produce different results. 

Accordingly, claims 22-28, and 38 (corresponding to 
previously defined Groups II-V) and claims 31-37 and 39 
(corresponding to newly presented inventions) are withdrawn from 
consideration as being directed to a non-elected invention. See 
37 CFR 1.142(b) and MPEP § 821.03. 
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Applicants further request rejoinder of the method claims of 
Claims 31, 32, 35 and 39 which recite methods of use of the 
polypeptides of Group I. However, as the corresponding product 
claims are not currently allowable, rejoinder is not currently 
required. The applicability of rejoinder will be evaluated upon 
allowance of the product claims of the elected group. 

The requirement is still deemed proper and is therefore made 
FINAL. 

Claim 20 is objected to because of the following 
informalities: the word "an" following "naturally occurring" in 
part b) should be deleted. Appropriate correction is required. 

Claims 20, 21, 29 and 30 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly 
point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 20 (upon which Claims 21, 29 and 30 depend) is 
indefinite in the recitation of "biologically active" as it is 
unclear what the scope of activities that is encompassed by this 
term includes. On page 9 of the specification, applicant's 
define the term "biologically active" as "having structural, 
regulatory or biochemical functions of a naturally occurring 
molecule" . As the number of naturally occurring molecules is 
vast, and the scope of possible structural, regulatory or 
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biochemical functions is even broader with no clear boundaries of 
what these terms include, the scope of "biologically active 
fragments" of SEQ ID NO:l is vague and indefinite. 

Claims 20 and 29 are rejected under 35 U.S.C. 112, first 
paragraph, as containing subject matter which was not described 
in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor (s), at the time the 
application was filed, had possession of the claimed invention. 

Claims 20 and 29 part c) are directed to polypeptide 
fragments corresponding to portions of the sequence of SEQ ID 
N0:1 having any biological activity (see discussion above under 
112, 2nd) . Claims 20 and 29 are rejected under this section of 
35 USC 112 because the claims are directed to a genus of 
polypeptides derived from SEQ ID NO:l that have not been 
disclosed in the specification. No description has been provided 
of the many polypeptide fragments encompassed by the claim. No 
information, beyond the characterization of SEQ ID NO:l has been 
provided by applicants which would indicate that they had 
possession of the claimed genus of polypeptides. The 
specification does not contain any disclosure of the- function of 
all the polypeptide fragments derived from SEQ ID NO:l, including 
fragments within the scope of the claimed genus. The genus of 
polypeptides claimed is a large variable genus including peptides 
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which can have a wide variety of functions. Therefore many 
functionally unrelated peptide fragments are encompassed within 
the scope of these claims. The specification discloses only a 
single species of the claimed genus which is insufficient to put 
one of skill in the art in possession of the attributes and 
features of all species within the claimed genus. Therefore, one 
skilled in the art cannot reasonably conclude that applicant had 
possession of the claimed invention at the time the instant 
application was filed. 

Claims 2 0 and 2 9 part b) are directed to a genus comprising 
all naturally-occurring amino acid sequences having 70% sequence 
identity to the sequence of SEQ ID NO:l. This genus is at least 
so broad as to„ encompass all allelic variants of the polypeptide 
of SEQ ID NO:l (and might include all allelic variants of other 
genes if there are multiple homologous loci) . The specification 
defines an "allelic sequence" (see page 8) as an alternative form 
of the gene which may result in at least one mutation in the 
nucleic acid sequence. Alleles may result in altered 
polypeptides whose structure or function may or may not be 
altered. The definition does not provide any specific 
information about the structure of naturally occurring (alleles) 
variants of SEQ ID NO:l (i.e. where are the regions within which 
mutations are likely to occur) nor discloses any function for 
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naturally occurring variants. There is no description of the 
mutational sites that exist in nature, and there is no 
description of how the structure of SEQ ID NO:l relates to the 
structure of any naturally occurring alleles. The general 
knowledge in the art concerning alleles does not provide any 
indication of how one allele is representative of unknown 
alleles. The nature of alleles is such that they are variant 
structures, and in the present state of the art, structure and 
function of one does not provide guidance to the structure and 
function of others. Thus, the genus of polypeptides claimed is a 
large variable genus including many functionally unrelated 
polypeptides within the scope of these claims. The specification 
discloses only a single species of the claimed genus (i.e SEQ ID 
NO:l) which is insufficient to put one of skill in the art in 
possession of the attributes and features of all species within 
the claimed genus. Therefore, one skilled in the art cannot 
reasonably conclude that the applicant had possession of the 
claimed invention at the time the instant application was filed. 

Applicant is referred to the revised guidelines concerning 
compliance with the written description requirement of U.S.C. 
112, first paragraph, published in the Official Gazette and also 
available at www.uspto.gov. 
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Claims 20 and 29 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for 
polypeptides comprising SEQ ID N0:1, consisting of an immunogenic 
fragment of SEQ ID N0:1 or consisting of a fragment of SEQ ID 
N0:1 having endooligopeptidase activity, does not reasonably 
provide enablement for polypeptides consisting of any 
biologically active fragment of SEQ ID NO:l. The specification 
does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and 
use the invention commensurate in scope with these claims. 

Claims 2 0 and 2 9 are so broad as to encompass any 
biologically active fragment of SEQ ID NO:l. On page 9 of the 
specification, applicant's define the term "biologically active" 
as "having structural, regulatory or biochemical functions of a 
naturally occurring molecule" . As the number of naturally 
occurring molecules is vast, and the scope of possible 
structural, regulatory or biochemical functions is even broader 
with no clear boundaries of what these terms include, the scope 
of "biologically active fragments" of SEQ ID N0:1 would appear to 
include virtually any possible fragment of SEQ ID NO:l including 
single amino acids up to large fragments which retain protease 
activity. The scope of the claims is not commensurate with the 
enablement provided by the disclosure with regard to the 
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extremely large number of biologically active fragments broadly 
encompassed by the claims. Since the amino acid sequence of a 
protein determines its structural and functional properties, 
predictability of which portions of a protein's amino acid 
sequence have any desired activity requires a knowledge of and 
guidance with regard to the ways in which the proteins 1 structure 
relates to the desired function. However, in this case the 
disclosure is limited to the structure and function of SEQ ID 
NO : 1 . . 

While recombinant techniques are known which could be used 
to make many fragments of the polypeptide of SEQ ID N0:1, it is 
not routine in the art to screen for multiple unknown activities, 
as encompassed by the instant claims, and the types of activities 
which may within any fragment of a protein 1 s sequence are vast 
and unpredictable. 

The specification does not support the broad scope of the 
claims which encompass all biologically active fragments of SEQ 
ID NO:l because the specification does not establish regions of 
the protein structure which may be expected to exhibit any 
particular biological activity nor provide any guidance for 
predicting which fragments of SEQ ID NO:l will have any such 
activity and the specification provides insufficient guidance as 
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to which of the essentially infinite possible choices is likely 

to be successful . 

Thus, applicants have not provided sufficient guidance to 

enable one of ordinary skill in the art to make and use the 

claimed invention in a manner reasonably correlated with the 

scope of the claims broadly including any biologically active 

fragment of SEQ ID NO:l. The scope of the claims must bear a 

reasonable correlation with the scope of enablement ( In re 

Fisher , 166 USPQ 19 24 (CCPA 1970)). Without sufficient 

guidance, determination of polypeptides having the desired 

biological characteristics is unpredictable and the 

experimentation left to those skilled in the art is 

unnecessarily, and improperly, extensive and undue. See In re 

Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 

The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in 
this or a foreign country or in public use or on sale in this country, 
more than one year prior to the date of application for patent in the 
United States. 

Claims 20 and 29 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Hayashi et al . (1996) as evidenced by 
Hayashi et al . (2000) . 
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Hayashi et al . (1996) teach the purification of rabbit brain 
endooligopeptidase A. 

Hayashi et al . (2000) isolate a partial cDNA clone for the 
rabbit brain endooligopeptidase A (EOPA) of Hayashi et al . (1996) 
and teach the sequence of the peptide portion of rabbit EOPA 
encoded by this cDNA. This sequence includes a portion (aa 57- 
512) that is 90% identical to the entire length of SEQ ID N0:1. 

As the full length rabbit EOPA of Hayashi et al . (1996) 
clearly comprises the amino acid sequence disclosed by Hayashi et 
al. (2000), the protein of Hayashi et al . (1996) comprises an 
amino acid sequence greater that 70% identical to SEQ ID NO:l and 
anticipates the instant claims. 

Claims 20 and 29 are rejected under 35 U.S.C. 102(b) as 
being anticipate by the 1997 Sigma catalog product number G 2637. 

Page 1159 of the 1997 Sigma Catalog describes the bioactive 
peptide Glu-Ala-Glu which peptide is a fragment of SEQ ID N0:1 
(amino acids 48-50 of SEQ ID N0:1). This anticipates the instant 
claims . 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Rebecca 
Prouty, Ph.D. whose telephone number is (703) 3 08-4000. The 
examiner can normally be reached on Monday-Friday from 8:30 to 
4:30. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner 1 s supervisor, Ponnathapu Achutamurthy, 

j 
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can be reached at (703) 308-3804. The fax phone number for this 
Group is (703) 308-4242. 

Any inquiry of a general nature or relating to the status of 
this application or proceeding should be directed to the Group 
receptionist whose telephone number is (703) 308-0196. 




Rebecca Prouty 
Primary Examiner 
Art Unit 1652 



